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3 11 Upper Park Street 
Rockland, ME 04841 

Dear Mr. Smith: 

We inspected your seafood processing facility, Bounty Seafood, located at 311 Upper Park 
Street, Rockland, ME on March 10 and March 30, 2004. We found that you have serious 
deviations from the seafood Hazard Analysis and Critical Control Point (HACCP) regulation, 
Title 21 Code of Federal Regulations, Part 123 (21 CFR 123). In accordance with 21 CFR 
123.6(g), failure of a processor to have and implement a HACCP plan that complies with this 
section or otherwise operate in accordance with the requirements of this part, renders the fishery 
products processed there adulterated within the meaning of Section 402(a)(4) of the Federal 
Food, Drug, and Cosmetic Act (the Act), 21 U.S.C. 0 342(a)(4). Accordingly, your Ready-To 
Eat (RTE) cooked crabmeat product is adulterated in that the product has been prepared, packed, 
or held under insanitary conditions whereby it may have been rendered injurious to health. You 
can find this Act, the seafood HACCP regulation, and the Third Edition to FDA’s Fish and 
Fisheries Products Hazards and Controls Guidance through links in FDA’s home page at 
www. fda.gov. 

The serious deviations observed during the inspection were as follows: 

1. You must implement the record keeping system that you listed in your HACCP plan to 
comply with 21 CFR 123.6(b) and (c). However, your firm did not record monitoring 
observations at the cook and cold storage critical control points to control the 
pathogen growth hazard listed in your HACCP plan for cooked crabmeat. 
Specifically, your cooker log for product cook dates l/28/04; l/29/04; 2/3/04; 3/g/04; 
3/l O/04; and 3/23-26/04 does not contain monitoring records. 
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2 . Y o u  m u s t i m p l e m e n t th e  m o n i to r ing  p rocedu res  l is ted in  you r  H A C C P  p l a n  fo r  
c o o k e d  ready- to-eat  c r a b m e a t, to  comp ly  wi th 2 1  C F R  1 2 3 .6(b) .  H o w e v e r , you r  firm  
d id  n o t h a v e  a  reco rd ing  th e r m o m e ter  in  th e  coo le r  as  l is ted in  you r  H A C C P  p l a n  fo r  
c o o k e d  ready  to  e a t c r a b m e a t. 

3 . Y o u  m u s t m a i n ta in  sani ta t ion c o n trol records  th a t, a t a  m i n i m u m , d o c u m e n t 
m o n i to r ing  a n d  cor rect ions to  comp ly  wi th 2 1  C F R  1 2 3 .1  l(c). H o w e v e r , you r  firm  
d id  n o t m a i n ta in  sani ta t ion m o n i to r ing  records  fo r  safety o f w a ter;  c lean l iness  o f fo o d  
c o n tact  sur faces;  p r e v e n tio n  o f c ross c o n ta m i n a tio n ; m a i n te n a n c e  o f h a n d w a s h i n g  a n d  
toi let  faci l i t ies; pro tect ion o f fo o d  a n d  fo o d  c o n tact  sur faces f rom a d u l te r a n ts; p rope r  
labe l ing ,  s to rage  a n d  u s e  o f tox ic  c o m p o u n d s ; c o n trol o f e m p l o y e e  h e a l th  cond i t ions  
a n d  exc lus ion  o f p e s ts f rom th e  fo o d  p l a n t requ i red  fo r  p rocess ing  c o o k e d  R T E  
c r a b m e a t. Fur thermore ,  as  n o te d  in  th e  A m e n d e d  F D A - 4 8 3  i ssued  to  y o u  o n  M a r c h  
3 0 ,2 0 0 4 , w e  obse rved  sani ta t ion d e f ic iencies du r i ng  th e  inspec t ion  o f you r  firm . 

W e  m a y  ta k e  fur ther  ac t ion  if y o u  d o  n o t p r o m p tly correct  th e  a b o v e  v io lat ions.  For  instance,  w e  
m a y  ta k e  fur ther  ac t ion  to  se ize  you r  p r o d u c t(s) a n d /o r  en jo in  you r  firm  f rom o p e r a tin g . 

P lease  r e s p o n d  in  wr i t ing wi th in  fifte e n  (15)  work ing  days  f rom your  receip t  o f th is  letter. Y o u r  
r esponse  shou ld  o u t l ine th e  speci f ic  th i ngs  y o u  a re  d o i n g  to  correct  th e  dev ia t ions.  Y o u  shou ld  
i nc lude  in  you r  r esponse  a n y  d o c u m e n ta tio n , such  as  you r  rev ised  H A C C P  p l a n , cop ies  o f 
c o m p l e te d  m o n i to r ing  records,  o r  o the r  u s e fu l  in fo rmat ion  th a t w o u l d  assist  us  in  eva lua t ing  you r  
correct ions.  If y o u  c a n n o t c o m p l e te  al l  cor rect ions b e fo re  y o u  r e s p o n d , w e  e x p e c t th a t y o u  wi l l  
exp la in  th e  r e a s o n  fo r  you r  de lay  a n d  state w h e n  y o u  wi l l  correct  a n y  r ema in ing  d e f ic iencies.  

Th is  letter m a y  n o t list a l l  th e  dev ia t ions  a t you r  facil i ty. Y o u  a re  respons ib le  fo r  ensu r i ng  th a t 
you r  p rocess ing  p l a n t o p e r a tes  in  comp l i ance  wi th a l l  statutes a n d  regu la t ions  e n fo rced  by  th e  
a g e n c y . Y o u  a lso  h a v e  a  responsib i l i ty  to  u s e  p rocedu res  to  p r e v e n t fu r ther  v io la t ions o f th e  A c t 
a n d  al l  app l i cab le  regu la t ions.  

Y o u  m a y  di rect  you r  rep ly  to  A n n  S i m o n e a u , C o m p l i a n c e  O fficer, a t th e  add ress  n o te d  a b o v e . If 
y o u  h a v e  a n y  q u e s tio n s  conce rn ing  th is  m a tter,  p l ease  c o n tact  M s . S i m o n e a u  a t (781 )  5 9 6 - 7 7 3 2 . 

D & & t Di rector  
N e w  E n g l a n d  District O ffice 


